TCT-82: Increased 1-year Survival After Adjunctive Thrombusc Aspiration for ST-elevation Myocardial Infarction Patients  by unknown
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UHVRQDQFHLPDJLQJ&05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UDQGRPL]HGWULDOKDYLQJGHPRQVWUDWHGDUHGXFWLRQLQPRUWDOLW\ZLWKWKURPEXVDVSLUDWLRQ7KHDLPRI
WKHFXUUHQWDQDO\VLVLVWRGHWHUPLQHZKHWKHUWKURPEXVDVSLUDWLRQGXULQJUHYDVFXODUL]DWLRQIRUDFXWH
P\RFDUGLDO LQIDUFWLRQ UHGXFHVPRUWDOLW\FRPSDUHGZLWKSHUFXWDQHRXVFRURQDU\ LQWHUYHQWLRQ 3&,
DORQHLQDODUJHUHDOZRUOGSDWLHQWSRSXODWLRQ
0HWKRGV%HWZHHQ  DQG  67(0, SDWLHQWVZHUH WUHDWHGZLWK SULPDU\ 3&,
ZKRZHUHSURVSHFWLYHO\HQWHUHGLQRXUGDWDEDVH2IWKHVHSDWLHQWVZHUHWUHDWHGZLWKWKURPEXV
DVSLUDWLRQGHYLFHV3URSHQVLW\VFRUHVZHUHFDOFXODWHGIRUHDFKSDWLHQWDQGWKLVUHVXOWHGLQDFRKRUWRI
 WKURPEXVDVSLUDWLRQSDWLHQWVPDWFKHG WRSDWLHQWV LQZKRPQR WKURPEXVDVSLUDWLRQZDV
SHUIRUPHG$IWHUSURSHQVLW\VFRUHPDWFKLQJ WKHUHZHUHQRVWDWLVWLFDOVLJQL¿FDQWGLIIHUHQFHV LQ
EDVHOLQHYDULDEOHVLQFOXGLQJGHPRJUDSKLFDQGSUHSURFHGXUDOYDULDEOHVVXFKDVKLVWRU\RIGLDEHWHV
K\SHUWHQVLRQ VPRNLQJ KDELWV SUHVHQFH RI VKRFN /$' UHODWHG LQIDUFWLRQ DQG RWKHU DQJLRJUDSKLF
2
5
$
/
:('1(6'$<6(37(0%(530±30
% -$&&9RO6XSSO% _ 6HSWHPEHU _ 7&7$EVWUDFWV25$/3ULPDU\3&,RI67(0,
KWWSFRQWHQWRQOLQHMDFFRUJFRQWHQWYROB0HHWLQJ$EVWUDFWV
IHDWXUHV(YHQWUDWHVZHUHHVWLPDWHGZLWKWKH.DSODQ0HLHUPHWKRGDQGFRPSDUHGZLWKDORJUDQN
WHVW&R[UHJUHVVLRQDQDO\VLVZDVSHUIRUPHGWRGHWHUPLQHWKHGLIIHUHQFHLQKD]DUGUDWLRVIRUDOOFDXVH
PRUWDOLW\DWRQH\HDUDQGDGMXVWHGIRUYDULDEOHVWKDWFRXOGQRWEHLQFOXGHGLQWKHSURSHQVLW\VFRUHVXFK
DV7,0,ÀRZSRVWSURFHGXUHDQGWKHXVHRI*3,,E,,,DLQKLELWRUV
5HVXOWV2QH\HDUIROORZXSZDVFRPSOHWHLQSDWLHQWV,QWRWDOSDWLHQWVGLHGZLWKLQ
\HDU,QWKHWKRPEXVDVSLUDWLRQJURXSSDWLHQWVGLHGZKHUHDVGLHGLQWKHFRQWURO
JURXSS 7KURPEXVDVSLUDWLRQZDVDVVRFLDWHGZLWKDKD]DUGUDWLRRI&,
S $IWHUFRUUHFWLRQIRUVWDWLVWLFDOO\VLJQL¿FDQWGLIIHUHQWGLVWULEXWHGYDULDEOHV&R[
UHJUHVVLRQ\LHOGHGDKD]DUGUDWLRRI&,S IRU\HDUDOOFDXVHPRUWDOLW\
&RQFOXVLRQ7KHURXWLQHXVHRIWKURPEXVDVSLUDWLRQZDVDVVRFLDWHGZLWKUHGXFHGRQH\HDUPRUWDOLW\
LQWKLVODUJHUHDOZRUOGSDWLHQWFRKRUW7KHVHGDWDVWURQJO\VXSSRUWWKHREVHUYHGVXUYLYDOEHQH¿WLQ
WKH7$3$6WULDO
7&7
7ZR<HDU&OLQLFDO)ROORZXS&RPSDULQJ(SWL¿EDWLGHDQG$EFL[LPDELQ3DWLHQWV
8QGHUJRLQJ3ULPDU\3HUFXWDQHRXV5HYDVFXODUL]DWLRQIRU67(OHYDWLRQ0\RFDUGLDO
,QIDUFWLRQ5HVXOWVIURPWKH+25,=216$0,7ULDO
+DUVLPUDQ66LQJK5R[DQD0HKUDQ*UHJJ:6WRQH*HRUJH''DQJDV
&ROXPELD1HZ<RUN3UHVE\WHULDQ+RVSLWDO1HZ<RUN1<
%DFNJURXQG7KH*3,,E,,,DLQKLELWRUV*3,HSWL¿EDWLGHDQGDEFL[LPDEDUHERWKFRPPRQO\XVHGLQ
SDWLHQWVZLWKDFXWH67VHJPHQWHOHYDWLRQP\RFDUGLDOLQIDUFWLRQ67(0,XQGHUJRLQJSHUFXWDQHRXV
FRURQDU\LQWHUYHQWLRQ3&,+RZHYHUFRPSDUDWLYHHIIHFWLYHQHVVGDWDDUHODFNLQJ
0HWKRGV,QWKLVVXEVWXG\RIWKH+25,=216$0,WULDOZHFRPSDUHWKH\HDUFOLQLFDORXWFRPHVRI
SDWLHQWVRIWKHKHSDULQSOXV*3,FRQWUROJURXSWUHDWHGZLWKDEFL[LPDEQ YHUVXVHSWL¿EDWLGHQ 
SULRUWRSULPDU\3&,7KH*3,DVVLJQPHQWZDVQRWUDQGRPL]HGEXWGH¿QHGSUHUDQGRPL]DWLRQ
5DWHVRIERWKPDMRUEOHHGLQJDQGQHWDGYHUVHFOLQLFDOHYHQWV1$&(FRQVLVWLQJRIGHDWKUHLQIDUFWLRQ
WDUJHWYHVVHOUHYDVFXODUL]DWLRQIRULVFKHPLDVWURNHDQGPDMRUEOHHGLQJDUHUHSRUWHG
5HVXOWV7KHJURXSVZHUHVLPLODULQUHJDUGVWRSDWLHQWFRPRUELGLWLHVFRQMXQFWLYHDQWLWKURPERWLF
WKHUDSLHVOHVLRQVHYHULW\DQGLQLWLDO3&,VWUDWHJ\$WGD\VERWKHSWL¿EDWLGHDQGDEFL[LPDEUHVXOWHG
LQVLPLODU1$&(YVKD]DUGUDWLR>FRQ¿GHQFHLQWHUYDO@ >@3 
RULQEOHHGLQJUDWHVYVKD]DUGUDWLR>FRQ¿GHQFHLQWHUYDO@ >@3 
EHWZHHQERWK*3,$W\HDUIROORZXSHSWL¿EDWLGHDQGDEFL[LPDEPDLQWDLQHGHTXLYDOHQWRXWFRPHV
RI1$&(YVKD]DUGUDWLR>FRQ¿GHQFHLQWHUYDO@ >@3 DQG
VLPLODUUDWHVRIPDMRUEOHHGLQJYVKD]DUGUDWLR>FRQ¿GHQFHLQWHUYDO@ >
@3 ,VFKHPLFDQGEOHHGLQJFRPSOLFDWLRQVDUHVXPPDUL]HGLQ7DEOHEHORZ
&RQFOXVLRQ ,QSDWLHQWVZLWK67(0,XQGHUJRLQJSULPDU\3&, LQ WKH+25,=216$0, WULDO*3,
WUHDWPHQWZLWKDEFL[LPDEDQGHSWL¿EDWLGHGHPRQVWUDWHGVLPLODUEOHHGLQJULVNVDQGFOLQLFDOHI¿FDF\
DIWHU\HDUIROORZXS
7&7
+\SRWKHUPLDLQ$FXWH0,5DWLRQDOHDQG5HVXOWVRIWKH5$3,'0,,&(6WXG\
*RUDQ.+2OLYHFURQD0DWWKLDV*RWEHUJ6DVKD.RXO0DUFXV&DUOVVRQ+HQULN(QJEORP
0DUWLQ8JDQGHU-HVSHU9DQGHU3DOV/DUV$OJRWVVRQ+DNDQ$UKHGHQ'DYLG(UOLQJH
/XQG8QLYHUVLW\/XQG6ZHGHQ
%DFNJURXQG+\SRWKHUPLDDVDGMXQFWWUHDWPHQWWRUHSHUIXVLRQLQDFXWHFRURQDU\RFFOXVLRQVKDVLQ
DQLPDOPRGHOVEHHQVKRZQWRUHGXFHLQIDUFWVL]HLILQGXFHGSULRUWRUHSHUIXVLRQEXWDSSHDUVWRKDYHQR
HIIHFWLILQGXFHGDIWHUWKHUHSHUIXVLRQWDNHVSODFH7KHXVHRIDGMXQFWK\SRWKHUPLDWUHDWPHQWZDVWKHQ
WHVWHGLQWKH&22/0,DQG,&(,7VWXGLHVLQSDWLHQWVZLWK67HOHYDWLRQDFXWHP\RFDUGLDOLQIDUFWLRQ
67(0,VFKHGXOHGIRU3&,+RZHYHUERWKWULDOVIDLOHG,WLVOLNHO\WKDWWKHVORZFRROLQJSURFHVVWR
&FRXSOHGZLWKDIDVWHUGRRUWREDOORRQWLPHUHVXOWHGLQRQO\DPLQRULW\RISDWLHQWVUHDFKLQJWDUJHW
WHPSHUDWXUHSULRU WR UHSHUIXVLRQ)ROORZLQJDQLPDO UHVHDUFKZHDLPHG WRHYDOXDWH WKH VDIHW\DQG
IHDVLELOLW\RIUDSLGO\LQGXFHGK\SRWKHUPLDEHIRUHUHSHUIXVLRQLQSDWLHQWVZLWK67(0,
0HWKRGV  SDWLHQWV ZLWK 67(0, VFKHGXOHG IRU SULPDU\ 3&, ZHUH HQUROOHG LQ WKLV SURVSHFWLYH
UDQGRPL]HG VWXG\ +\SRWKHUPLD ZDV UDSLGO\ LQGXFHG E\ D FRPELQDWLRQ RI UDSLGO\ LQIXVHG FROG
VDOLQHVROXWLRQDQGHQGRYDVFXODUFRROLQJFDWKHWHUV$IWHUGD\VP\RFDUGLXPDWULVN0D5DQG
LQIDUFWVL]H,6ZHUHDVVHVVHGE\FDUGLDFPDJQHWLFUHVRQDQFHXVLQJ7ZHLJKWHGLPDJLQJDQGODWH
JDGROLQLXPHQKDQFHPHQWLPDJLQJUHVSHFWLYHO\
5HVXOWV7KH WDUJHW WHPSHUDWXUHRI& &ZDV DFKLHYHGEHIRUH UHSHUIXVLRQZLWKRXW
VLJQL¿FDQWGHOD\LQGRRUWREDOORRQWLPHPLQYVPLQK\SRWKHUPLDYVFRQWUROVS 
'HVSLWHVLPLODUGXUDWLRQRILVFKHPLDPLQYVPLQK\SRWKHUPLDYVFRQWUROVS 
,6 QRUPDOL]HG WR0D5ZDV UHGXFHG E\  LQ WKH K\SRWKHUPLD JURXS FRPSDUHG WR WKH FRQWUROV
YVS 
&RQFOXVLRQ7KHSURWRFROGHPRQVWUDWHVWKHDELOLW\DQGVDIHW\RIUHDFKLQJWKHWDUJHWWHPSHUDWXUHRI
&EHIRUHUHSHUIXVLRQZLWKRXWGHOD\LQJSULPDU\3&,DQGWKLVFRPELQDWLRQK\SRWKHUPLDDVDQ
DGMXQFWWKHUDS\LQ67(0,UHVXOWHGLQDUHGXFWLRQLQLQIDUFWVL]H
7&7
:K\'RHV3ULPDU\$QJLRSODVW\1RW:RUN,Q2EVHUYDWLRQDO6WXGLHV:KHQ,W:RUNV
&RQVLVWHQWO\,Q5DQGRPLVHG&RQWUROOHG7ULDOV"$Q$QDO\VLV2I3DWLHQWV:LWK6W
(OHYDWLRQ0\RFDUGLDO,QIDUFWLRQ
6D\DQ6HQ'DUUHO3)UDQFLV7KHUHVH7LOOLQ5RGQH\$)RDOH,TEDO0DOLN*KDGD:0LNKDLO
1HDUFKRV+DGMLORL]RX$OXQ'+XJKHV-DPLO0D\HW-XVWLQ('DYLHV
,PSHULDO&ROOHJH1+67UXVW/RQGRQ/RQGRQ8QLWHG.LQJGRP
,QWURGXFWLRQ $ UHFHQW PHWDDQDO\VLV RI UHJLVWULHV VXJJHVWV WKDW SULPDU\ DQJLRSODVW\ 33&,
DQG¿EULQRO\VLV JLYH HTXLYDOHQW ORQJ WHUP VXUYLYDO LQ µUHDOZRUOG¶ SUDFWLFH%XWPHWDDQDO\VHV RI
UDQGRPLVHGFRQWUROOHGWULDOV5&7VKDYHFRQVLVWHQWO\GHPRQVWUDWHGEHWWHUVXUYLYDOZLWK33&,7KHVH
FRQÀLFWLQJUHVXOWVOHDGWRWKHFRQWURYHUVLDOSRVVLELOLW\WKDWSULPDU\DQJLRSODVW\PD\QRWEHEHQH¿FLDO
LQWKHµUHDOZRUOG¶2QHH[SODQDWLRQIRUWKLVSDUDGR[FRXOGEHWKDWLQWKHµUHDOZRUOG¶SDWLHQWVZLWK
DKLJKULVNRIPRUWDOLW\DUHEHLQJSUHIHUHQWLDOO\DOORFDWHG WRDQJLRSODVW\ ,I WUXH LW LV LPSRUWDQW WR
GHPRQVWUDWHWRSUHYHQWFDUGLRORJLVWVPDNLQJLQFRUUHFWFRQFOXVLRQVIURPUHJLVWU\UHVXOWV
0HWKRGV:HDQDO\VHGWKHSXEOLVKHGUHJLVWULHVSDWLHQWVIRUDOORFDWLRQRIKLJKULVNSDWLHQWV
FDUGLRJHQLFVKRFNRUHTXLYDOHQWWRGHWHUPLQHLIWKHFKRLFHRIUHSHUIXVLRQWKHUDS\ZDVDIIHFWHGE\WKH
ULVNOHYHORIWKHSDWLHQW$ZHLJKWHGOHDVWVTXDUHVUHJUHVVLRQZDVXVHGWRGHWHUPLQHWKHUHODWLRQVKLS
EHWZHHQKLJKULVNSDWLHQWGLVWULEXWLRQDQGUHJLVWU\RXWFRPHV
5HVXOWV ,Q  RI WKH  UHJLVWULHV WKHUH ZHUH GDWD RQ FDUGLRJHQLF VKRFN RU LWV HTXLYDOHQW ,Q 
UHJLVWULHV KLJKULVN SDWLHQWVZHUH SUHIHUHQWLDOO\ DOORFDWHG WR33&, KLJK ULVN LQ 33&, YHUVXV
¿EULQRO\VLVS,QWKHRWKHUVWKHFRQYHUVHZDVWUXHYHUVXVS7KH
WKHUDS\UHFHLYLQJH[FHVVKLJKULVNSDWLHQWVKDGZRUVHRXWFRPHVU S$IWHUDFFRXQWLQJ
IRUWKLVVHOHFWLRQELDV33&,JDYHORZHUPRUWDOLW\WKDQ¿EULQRO\VLV25&,
S 
&RQFOXVLRQ7KHFRQÀLFWLQJUHVXOWVRI5&7VDQGUHJLVWULHVLQWKLV¿HOGFDQEHH[SODLQHGE\VHOHFWLRQ
ELDVRIKLJKULVNSDWLHQWV:KHQZHDFFRXQWIRUWKLVUHJLVWU\GDWDDFWXDOO\FRQFXUZLWK5&7GDWDDQG
33&,LVFRQ¿UPHGDVWKHWUHDWPHQWRIFKRLFHIRU67(0,LQWKHµUHDOZRUOG¶
+X\QK73HUURQ62¶/RXJKOLQ--RVHSK//DEUHFTXH7X7KHURX[&LUFXODWLRQ
7&7
+HDOWK&DUH6\VWHP'HOD\3UHGLFWV0RUWDOLW\,Q67(OHYDWLRQ0\RFDUGLDO,QIDUFWLRQ
3DWLHQWV7UHDWHG:LWK3ULPDU\3HUFXWDQHRXV&RURQDU\,QWHUYHQWLRQ
&KULVWLDQ-7HUNHOVHQ-DFRE76¡UHQVHQ0LFKDHO0DHQJ/LVHWWH2-HQVHQ+DQV+HQULN7
+DQVHQ6YHQ7UDXWQHU:HUQHU9DFK6RHUHQ3-RKQVHQ/HLI7KXHVHQ-HQV)/DVVHQ
'HSDUWPHQWRI&DUGLRORJ\6NHME\8QLYHUVLW\+RVSLWDO$DUKXV1'HQPDUN'HSDUWPHQWRI
&DUGLRORJ\2GHQVH8QLYHUVLW\+RVSLWDO2GHQVH&'HQPDUN'HSDUWPHQWRI&DUGLRORJ\
$DOERUJ8QLYHUVLW\+RVSLWDO$DOERUJ'HQPDUN)DOFN(PHUJHQF\0HGLFDO6HUYLFH
&RSHQKDJHQ'HQPDUN'HSDUWPHQWRI&OLQLFDO(SLGHPLRORJ\8QLYHUVLW\0HGLFDO&HQWUH
)UHLEXUJ*HUPDQ\'HSDUWPHQWRI&OLQLFDO(SLGHPLRORJ\$DUKXV8QLYHUVLW\+RVSLWDO$DUKXV
1'HQPDUN
&RQWH[W7LPHO\ UHSHUIXVLRQ WKHUDS\ LV UHFRPPHQGHG IRU SDWLHQWV ZLWK 67HOHYDWLRQP\RFDUGLDO
LQIDUFWLRQ67(0,DQGGRRUWREDOORRQ'%GHOD\KDVEHHQSURSRVHGDVDSHUIRUPDQFHPHDVXUH
LQ WULDJLQJSDWLHQWVIRUSULPDU\SHUFXWDQHRXVFRURQDU\LQWHUYHQWLRQ33&,+RZHYHUIRFXVLQJRQ
WKHWLPHIURP¿UVWFRQWDFWZLWKWKHKHDOWKFDUHV\VWHPWRWKHLQLWLDWLRQRIUHSHUIXVLRQWKHUDS\V\VWHP
GHOD\PD\EHPRUHUHOHYDQWEHFDXVHLWFRQVWLWXWHWKHWRWDOWLPHWRUHSHUIXVLRQPRGL¿DEOHE\WKHKHDOWK
FDUHV\VWHP1RSUHYLRXVVWXGLHVKDYHIRFXVHGRQWKHDVVRFLDWLRQEHWZHHQV\VWHPGHOD\DQGRXWFRPH
LQSDWLHQWVZLWK67(0,WUHDWHGZLWK33&,
2EMHFWLYH 7R HYDOXDWH WKH DVVRFLDWLRQV EHWZHHQ V\VWHP WUHDWPHQW SDWLHQW DQG'% GHOD\V DQG
PRUWDOLW\LQSDWLHQWVZLWK67(0,
'HVLJQ6HWWLQJDQG3DWLHQWV7KHVWXG\ZDVEDVHGRQSRSXODWLRQEDVHG'DQLVKPHGLFDOUHJLVWULHV
RISDWLHQWVZLWK67(0, WKDWZHUH WUHDWHGZLWK33&, IURP-DQXDU\ WR'HFHPEHU
LQ:HVWHUQ'HQPDUN&UXGH DQG DGMXVWHG KD]DUG UDWLRV +5 RIPRUWDOLW\ZHUH REWDLQHG E\&R[
SURSRUWLRQDOUHJUHVVLRQDQDO\VLV3DWLHQWVQ XQGHUZHQW33&,ZLWKLQKRIV\PSWRPRQVHW
7KHPHGLDQIROORZXSWLPHZDV\HDUV
5HVXOWV6\VWHPGHOD\VRIKKKDQGKFRUUHVSRQGHGWRORQJWHUPFXPXODWLYHPRUWDOLW\
UDWHV RI    DQG  3 ,QPXOWLYDULDEOH DQDO\VLV DGMXVWHG IRU RWKHU
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